Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA

CEPTUOUKAT AHAJIM3A
Tel : +91 98166 56001-02 o

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com
Hpoaykr Haiiz" Axtusrens (HUMecynua) rejib A0s Hapy>kHoro npumeHenns;, 1 %, 50 r
Batch No / 1 V211042 Batch Quantity / : 18,773 units /
Cepus Ne O0bem napTuun 18,773 enuuun
Analytical Report No / : 890001548300 Date of Analysis / : 05.10.2021
AnajuTHdecknii oruer Ne Hara ananusa
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JlaTa mpou3BoACTBA Tonpen go
Analysis performed according ND / Ananu3 nposeaen mo H/I: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / w3m. Ne 1 ot 19.03.2020)

Pagelof 5/Ctp.1u3 5

i‘? / Test / IlokazaTenan Result / PesyabTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
colorless gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHOpOAHKIH
‘ OnnoponHb!i Ipo3padHbIi MPO3PayHbIi renb 0T OECLBETHOrO
resb OJIeJHO-KENTOro UBETa C | A0  OJIEAHO-)KEJTOro  LBETa C
XapaKTepHbIM 3aMaXxoM XapaKTepHBIM 3aNaxoM
2. Identification / IloyauHHOCTE
a) By HPLC / Metogom Complies as prescribed /| The retention time of the main peak
BOXX CooTBeTcTBYET TPEGOBAHUAM in the chromatogram of test solution

should correspond to the retention
time of the main peak in the
chromatogram  of  nimesulide
reference standard solution (section
Assay) / Bpems ynepxuBaHus
OCHOBHOT'O n1Ka Ha
XpoMaTtorpamme UCTIBITYEMOTO
pacTBOpa JOMKHO COOTBETCTBOBATH
BPEMEHH YAEPKMBaHHS OCHOBHOTO
[HKa Ha XpOMaTorpaMme pacTBopa
CTaHAAPTHOTO obpasua
HUMeCYNIH/a (paznen
«KonuyecTBeHHOE ONpeicieHHE)

Remarks : The Product conforms to ND/
IIpumeyanne: IIpogykr cooTBeTcTBYET TpeboBaHuaM HJ|

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Hara: 05.10.2021

JHara: 05.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: g IIporepeno: @/ Onobpeno: Mengmiep / PykoBoauTens
Pardeep Kumar Rajeev Gandhi Amit Kumar A.« T

Print Date / Print Date / Print Date / b

Hara: 05.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJH3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Te| - +91 98166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g  www.drreddys.com

IMpoaykTr Hait3" AxTusrens (HUMecyual) refb js Hapy)XkKHOro npumeHenus, 1 %, 50 r

Batch No / 1 V211042 Batch Quantity / : 18,773 units /
Cepus Ne O6bem maprTun 18,773 eanunn
Analytical Report No / : 890001548360 Date of Analysis / : 05.10.2021
Ananutudeckuii oruer No Hata ananusza

Date of Manufacture / : Sep.2021 Date of Expiry / 1 Aug.2023
JlaTa npoH3BOJCTBA T'open oo

Analysis performed according ND / Auann3 nposeaen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / nam. Ne 1 ot 19.03.2020)

Page2 of 5/Ctp.2 135
i‘? 4 Test / Iloka3arenn Result / PesynasTat Specification / Hopma
b) By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metomom CooTBeTCTBYeT TpeOOBAHMAM solution should have absorption
Y®-cnekrpodoro maximum at 397£5nm / V-
MeTpHU CIEeKTp MOTIOLEHUs HUCTIBITYEMOro
pacTBOpa I0JDKEH MMETh MaKCHMYM
noryiomeHus mpu 397+5 uM
3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHH C
CO/IeP:KHMOr0 YHAKOBKH TpeboBaHUAMHU
I'd PD. (He menee 50,0 1)
4. | pH 3.25 From2.5t04.5/0t1 2,5 n0o 4,5
5. | Viscosity / BazkocTb 1070 centipoise / From 400 to 1200 centipoise /
1070 canrtumyas Ot 400 no 1200 canTHIya3
6. | Related impurities / PoncrBeHHbIe HpHMeCH
i. | Impurity C/ Not detected / ne oGHapyxkesa | Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He o6Hapyxena | Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/
Hpumeuyanue: [pongykr coorBercTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by / Checked by / A Approved by: Manager/Executive /
INoxroropneHo: :>f__ IIpoepeno: @ - OnobpeHo: Mengmikep, / PykoBoaurtens
Pardeep Kumar Rajeev Gandhi Amit Kumar fiv i{-"

Print Date / Print Date / Print Date /

Jata: 05.10.2021 Jara: 05.10.2021 JHara: 05.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIHU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND|A
Tel: +01 98166 56001-02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com

IpoaykT Haiiz® AkTHBresb (HUMECYIUA) refib Ul HapyHoro npumerenus, 1 %, 50 r

Batch No / : V211042 Batch Quantity / : 18,773 units /
Cepus Ne O6bem mapTuu 18,773 enunuun
Analytical Report No / : 890001548300 Date of Analysis / : 05.10.2021
AHaNUTHYECKHH oTUeT Ne JlaTa ananmsa

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JlaTa npon3BoacTBa T'open no

Analysis performed according ND / Ananus nposenen mo HJI: JIT1-005923-191119 (amend Ne 1 from

19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page3 of 5/Crp.3u35

1;"? 4 Test / Ilokazarenb Result / PesyabTar Specification / Hopma
1i. | Any other impurity / . Not more than 0.50 % /
JIro6as apyrast npyMech BDL (Disregard Area 2489) He 6onee 0,50 %
iv. | Total impurities / BDL Not more than 1.50 % /
CymMa npumMeceit He 6onee 1,50 %
7. | Microbial purity / Mukpobdunonoruieckasi 94McToTa

1. | Total Aerobic Microbial
Count / O61ee ynucno
a3poOHBIX MUKPO-
OpraHu3MoB

Total Combined Yeast and
mould count / Ob1iee yncio
JIPOMOKEBBIX M TIECHEBBIX
rpuboB

ii.
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Absentinl g/
OrcyrcTByerB 1 T

Absentinl g/
OtcytecrByeTB 1 T

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100CFU/g /

He 6omnee 100 KOE/r

Should absentin 1 g/
OrcyrctBue B 1 r

Should absentin 1 g/
OrcyrctBue B 1 ¢

Assay / KonuyecTBeHHOe onpefiesieHHe

Remarks : The Product conforms to ND/
ITpumeuanne: [Tponykr coorsercTByeT Tpedopanuam H/I

Conclusion : APPROVED /
3aximouenne: OJJOGPEHO

Prepared by / Checked by / fi Approved by: Manager/Executive /
IMoarorosneHo: Qf,_, Iposepeno: " OnobpeHo: Menepkep / PykosoauTens
Pardeep Kumar - Rajeev Gandhi Amit Kumar A-._l\’“’

Print Date / Print Date / Print Date / -

Hara: 05.10.2021 Hara: 05.10.2021 Hara: 05.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com

IIpoaykr Haiiz" Axrusrenb (HAMECYTUN) resib AUl Hapy)kHoro npuMenredus, 1 %, 50 r

Batch No / : V211042 Batch Quantity / : 18,773 units /
Cepus Ne O06bem napTun 18,773 exmuun
Analytical Report No / : 890001548300 Date of Analysis / : 05.10.2021
AHadHTHYeCKHI oTUeT No JlaTa ananusa

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
Jlara npou3BoaCTBA Togen go

Analysis performed according ND / Ananu3 nposegen o H/: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page4 of 5/Crp.4u3 5

No /

Test / IlokazaTenn
Ne

Result / PesyabraT

Specification / Hopma

1. | Nimesulide/
Humecynun

ii. |Dimethyl sulfoxide /
JTnmeTHICYTBGOOKCHI

9.85mg/9.85 mr
(98.5 %)

99.4 %

9.0 mgto 11.0 mg of C13H12N,05S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

O71 9,0 mr g0 11,0 mr C13H2N2O5S
(aumecynun) (ot 90,0 % no

110,0 % oT HOMHUHATIBLHOTO
coniepkaHus) B 1 T rens

90% to 110% of C2HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % mo 110 % C.HesOS
(muMeTuncynsGOKCUA) OT
HOMHUHAJILHOT'O COZlepXKaHusA

9 |Packaging / YnakoBka

Package / YnakoBka - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Ilo 50 r B TY6y U3
JIAMUHUPOBAHHOTO

ANIOMHHHUS, CHabKEeHHYIO
MeMOpaHOH [Uis  KOHTpOJI
nepeoro BCKphITHA. Kaxmyro
Ty0y BMeCTE C WHCTpYKLHMe#H
10 NPUMEHEHHIO TIOMELIAlOT B
Na4yKy KapTOHHYIO.

Package / Ynakoeka - 20 g, 50 g or
100 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. /

ITo 20 r, 50 r uau 100 r B TYOY U3
JIAMUHHUPOBAHHOTO TFOMHHUS,
cHaOXeHHYIl0O  MeMOpaHOoH s
KOHTPONS  TMEepBOrO  BCKPHITHUA.
Kaxnyro TYOY BMECTE c
HHCTPYKLMEH [0 [PUMEHECHHIO
MOMEIIAIOT B MAYKy KAPTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: Ipoaykr cooreercrryet Tpebopanmsam HJ

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Hara: 05.10.2021

Hara: 05.10.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroropneHo: QL IIpogepeHo: Onobpeno: Menemxep / PykoBoaurens
Pardeep Kumar - Rajeev Gandhi Amit Kumar PN~

Print Date / Print Date / Print Date / * T

Jara: 05.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddji,

CEPTUPUKAT AHAJIM3A

Distt. Solan, H.P.,, 173 205, INDIA

Tel:+91 98166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g \ww.drreddys.com

Ipoaykr Haiiz" AkTHBrens (HUMeCyaMA) resib 1T Hapy>kHoro ripumenenns, 1 %, 50 r

Batch No / 1 V211042 Batch Quantity / : 18,773 units /
Cepus Ne O6bem napTuu 18,773 eanuunn
Analytical Report No / : 890001548300 Date of Analysis / : 05.10.2021
AHaauTHYeCKHH oTyeT Ne JlaTa anaauza

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JlaTa npou3BoACTBA T'omen no

Analysis performed according ND / Ananns
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

nposeaen mo HJL: JII1-005923-191119 (amend Ne 1 from

PageSof 5/Ctp.5u3 5

i‘? 4 Test / IlokazaTean Result / PeayabTat Specification / Hopma
10 |Labeling / Mapkuposka According to ND / B cootBerctuu ¢ HJ]
11 |Storage / XpaHeHue Store below 25 °C. Do not freeze./ I1pu remneparype He Bblie 25

°C. He 3aMopa>kuBarth.

12 | Shelf life / Cpok rognocTn | 2 years

/2 rona

Remarks : The Product conforms to ND/

Npumeuanne: [Tpoaykr coorBeTcTBYeT TpeboBaHusaM HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / 1 Approved by: Manager/Executive /
IloxrorosneHo: r IIposepeHo: \ , Onobpeno: Menemxep / Pykosoanrenn
Pardeep Kumar - Rajeev Gandhi & Amit Kumar R
Print Date / Print Date / Print Date / ' e

Hara: 05.10.2021 Hara: 05.10.2021 Hata: 05.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax:

+91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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